Attorney Docket No. 204984 US Appln. No. : 1 0/08 1 ,705 


In the Specification: 

Please replace the indicated paragraphs with the paragraphs below that include corrected 
typographical errors as shown. 

[0070] On the other hand, the invention is intended to encompass a restricted use, i.e., 
avoiding, when possible, use of the product or device by methods involving same, or by ups 
using same, hat that are at increased risk for an adverse event. A new useful characteristic of a 
product or device responsive to identifying an essential adverse event, e.g., providing a written 
warning with the product to a consumer, is also encompassed by the invention. New restricted 
uses are primarily derived by discovering an adverse event because manufacturers are required to 
disclose possible adverse events associated with use of a product or device, even if the adverse 
event has not been proven to occur in a specific risk group or situation. However, the invention 
is intended to encompass a use that allows a group, previously considered to be at high risk, to 
use a product by better defining the high risk group, although, this is neither an expanded nor a 
restricted use. 

[0074] In addition to the functions represented by method steps 26\ 28', 30', 32' and 
32", additional tasks are preferably performed to more completely firifil fulfill the purposes of 
the present invention, as reflected in FIGS. 5 and 6. For example, as indicated by step 29' in 
FIG. 5, server 14, 1 14 or 214 may be programmed to generate proprietary information, typically 
in textual and/or graphic form, that is incorporated into intellectual property, sale and/or 
licensing documents. The documents then are used in negotiations with product or device 
manufacturers and/or distributors or other interested third parties. Additionally, FIG. 5 reveals in 
step 31' that server 14, 1 14 or 214 may optionally generate printed product warning information 
derived from the essential adverse information database(s). The printed warning information 
may be used in connection with packaging such as, for example, as product labeling or as 
product packaging inserts to advise the consumer (or product prescriber in the case of products 
or devices requiring a prescription) of contraindications or other adverse events associated with 
use of the product or device. Alternatively, as shown in step 33' of FIG. 5, the owner of the 
proprietary information or its licensee may generate the aforesaid printed warning information. 
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